This is a critical abstract of an economic evaluation that meets the criteria for inclusion on NHS EED. Each abstract contains a brief summary of the methods, the results and conclusions followed by a detailed critical assessment on the reliability of the study and the conclusions drawn.
Study design
The study was a prospective randomised controlled trial. The patients who agreed to randomisation were allocated to the treatment arms according to a predetermined randomisation schedule contained in sealed envelopes. The follow-up was for 30 days after the procedure was undertaken. From the number of patients for whom there were results, it appears that there was no loss to follow-up.
Analysis of effectiveness
The measures of effectiveness were the conversion from local to general anaesthetic, post-operative complications and mortality, and the length of hospital stay. The authors stated that they used an analysis of variance to compare the patients groups at a significance level of 0.05. The analysis was conducted on an intention to treat basis. For example, the data analysis of all the patients in the local anaesthesia group included the patient converted to general anaesthesia. The patients in the local anaesthesia group underwent 15 gastrostomies and 9 jejunostomies. The patients in the general anaesthesia group underwent 17 gastrostomies and 7 jejunostomies.
It was stated that there were no differences between the groups in terms of age, gender, primary diagnosis, or American Society of Anaesthesiologists (ASA) classification. However, only data on the ASA classification were given for each group. In the local anaesthesia group, there were 17 patients of ASA class 3 and 7 of ASA class 4. In the general anaesthesia group, there were 18 patients of ASA class 3 and 6 of ASA class 4.
Effectiveness results
One patient, who was undergoing jejunostomy and who developed cardiac arrhythmia associated with oxygen desaturation, was converted to general anaesthesia in order to intubate to protect the airway.
There were no intra-operative complications.
The major post-operative complications were aspiration pneumonia and bleeding. There was one incidence of aspiration pneumonia reported in the local anaesthesia group, and three in the general anaesthesia group. It was not stated in which group the incidences of bleeding occurred.
Minor post-operative complications occurred in 6 of the local anaesthesia patients and 4 of the general anaesthesia patients.
It was stated that there were no differences between the groups in the rate of major post-operative complications or 30-day mortality, although the rates themselves were not given.
There were no significant differences in length of hospital stay between the local (6 +/-1 day) and general (8 +/-2 days) anaesthesia groups.
Clinical conclusions
There appeared to be no significant difference in the measures of effectiveness for the local and general anaesthesia groups, although not all of the results were presented.
Measure of benefits used in the economic analysis
No summary measure of benefit was used in the study. The study was therefore categorised as a cost-consequence analysis.
Direct costs
The resource use data were obtained using the hospital charges derived from the billing information. The charges were converted to costs using a cost-to-charge ratio specific to the institutions in which the study was undertaken. The costs included the charges for the surgeon, anaesthesiologist and nurse anaesthetist, and the cost of the procedure. The only
